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FINAL ACTION 

1 . This action is responsive to the Amendment filed July 1 3, 201 0. Claims 5-8, 1 2, 
17, 19-20, 23, 25 and 28 have been canceled. Claims 1-4, 9-11, 13, 15, 18, 21-22, and 
26-27 have been amended, and claims 29-31 have been added. Claims 1-4, 9-11, 13- 
16, 18, 21-22, 24, 26-27, and 29-31 are now under consideration. Applicant's 
amendments have overcome all rejections of and objections to claims 1-2, 11, and 29, 
and therefore claims 1-2, 11, and 29 are allowed. Claims 9-10, 18 and 31 are objected 
to for the reasons given below, and claims 3-4, 13-16, 18, 21-22, 24, 26-27 and 30 are 
rejected for the reasons given below. Applicant's arguments have been thoroughly 
reviewed and are addressed below. Any rejections and/or objections not reiterated in 
this action have been withdrawn. This action is FINAL. 

2. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Election/Restrictions 

3. Applicant's election with traverse of Group I in the reply filed on January 1 8, 201 0 
is again acknowledged. It is noted that all claims now pending are directed to the 
invention of Group I. 

Claim Objections 

4. Claim 18 remains objected to because of the following informalities: the claim 
recites "wherein step (b)" rather than "wherein in step (b)". Appropriate correction is 

required. 
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5. Claims 9-10 and 31 are objected to as being dependent upon a rejected base 
claim, but are directed to allowable subject matter (as indicated in the prior Office 
action). 

Claim Rejections - 35 USC § 112, second paragrapti 

6. Claim 13-16, 18, 21-22, 24, 26, and 30 is rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

Claims 13-16, 18, 21-22, 24, and 26 remain indefinite over the recitation of the 
limitation "the primary recombinant mycobacterium strain of step (i)" in step (j) of claim 
1 3. Step (i) does not in fact recite a single strain but rather multiple "strains". It is 
therefore not clear whether step (j) requires the multiple strains of step (i), or whether it 
embraces, e.g., any individual strain selected from those strains (or a particular such 
strain). Accordingly, the metes and bounds of the claims are not clear. Dependent 
claim 26 remains additionally unclear for the same reasons as the claims reference a 
single individual strain when the independent claim recites multiple "strains". 
Applicant's traversal stating that "step (j) refers to any individual strain selected from 
those strains that show resistance to antibiotic hygromycin" is noted; however, the 
language of the claim itself appears to require a specific particular strain (by referencing 
"the. ...strain", as compared to step I, which references culturing "the. ..strains" of the 
prior step). It is noted that, in view of applicant's comments, this rejection could be 
overcome by simply amending step (j) to reference either "the.... strains" or "a.... strain" 
(rather than "the.... strain"). Claim 26 could be similarly amended to overcome the 
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rejection. 

THE FOLLOWING ARE NEW GROUNDS OF REJECTION NECESSITATED BY 
APPLICANTS' AMENDMENTS: 

New claim 30 is indefinite over tlie recitation of a recombinant vector "consisting 
of SEQ ID NO: 15." As SEQ ID NO: 15 is identified in the specification as a "modified 
mptpA" gene, it is unclear how a molecule "consisting of" this sequence could be 
considered a vector (further, no such vector was disclosed, as indicated in the rejection 
under 35 USC 112, first paragraph set forth below). Thus, it is unclear what construct is 
being claimed in new claim 30. 

Claim Rejections - 35 USC § 112, first paragraph 
THE FOLLOWING ARE NEW GROUNDS OF REJECTION NECESSITATED BY 
APPLICANTS' AMENDMENTS: 

7. Claims 27 and 30 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. This is a new matter rejection. 

Claim 27 as amended is drawn to a "primer comprising SEQ ID NO: 1 , SEQ ID 
NO: 2, SEQ ID NO: 3, or SEQ ID NO: 4". The originally filed specification does not 
provide basis for such primers. Rather, the originally filed specification discloses 
primers " selected from a group comprising of SEQ ID NO: 1 to 4 for amplification of 
mptpA along with its flanking regions" (see text of original claim 24, as well as page 1 1 
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of the specification), and exemplifies tine use of primers consisting of SEQ ID NOs 1-4 
(see, e.g., Table 1 at page 21 and the Examples). There is no disclosure in the 
specification of the broad genus of primers set forth in claim 27 as amended. Claim 30 
as amended requires a recombinant vector "consisting of SEQ ID NO: 15". No such 
vector is disclosed in the originally filed specification (rather, SEQ ID NO: 15 is 
disclosed as being a modified mptpA gene, and vectors comprising this sequence/gene 
are disclosed in the specification). Accordingly, applicant's amendments add new 
matter to the claims. 

8. Claims 3-4, 13 and 22 remain rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the enablement requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to enable one skilled in 
the art to which it pertains, or with which it is most nearly connected, to make and/or use 
the invention, for the reasons given in the prior Office action of April 13, 2010. ). It is 
again noted tliat tliis rejection can be overcome by providing a deposit for patent 
purposes of vector "pAKAA". 

The response traverses the rejection on the following grounds. The response 
urges that the claims are enabled without a deposit of the claimed vector. The 
response references the "detailed description of the steps involved in the production of 
the vector at page 12, stating that this section of the specification "discloses all the 
details including the site and steps involved in the construction of this vector," and 
noting that "the respective sequences are mentioned in Table 1 of the description". This 
argument has been thoroughly considered but is not persuasive. As was noted in the 
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rejection, tine guidance at pages 12-13 with regard to construction of pAKAA is quite 
detailed, and the examiner concurs that these instructions could be employed to 
prepare a construct very similar in structure to the claimed vector. However, the 
guidance in the specification would not allow one to envision the precise construct being 
claimed, as is apparent upon a thorough reading of the description at pages 12-13 (for 
example, the method of end repair employed at several points would affect the precise 
sequence of pAKAA, and it is therefore not known what sequences would be present at 
these junctions). Accordingly, this rejection is maintained . 

Conclusion 

9. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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1 0. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Diana B. Johannsen whose telephone number is 
571/272-0744. The examiner can normally be reached on Monday-Friday, 8:30 am- 
2:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Dave Nguyen can be reached at 571/272-0731 . The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more Information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Diana B. Johannsen/ 
Primary Examiner, Art Unit 1634 



